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(57) Abstract 

A medical probe such as a catheter (20) is guided within the body of a patient by determining the relative positions of the probe 
relative to another probe, as by transmitting non-ionizing radiation to or from field transducers (30, 230) mounted on both probes. In one 
embodiment, a site probe (28) is secured to a lesion within the body, and an instrument probe (200) for treating the lesion may be guided to 
the lesion by monitoring relative positions of the probes. Two or more probes may be coordinated with one another to perform a medical 
procedure. 
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MEDICAL PROCEDURES AND APPARATUS USING INTRABODY 
5 PROBES 

TECHNICAL FIELD OF THE INVENTION 

The present invention relates to medical probes having sensors 
for detecting the disposition of the probe, and to the medical procedures 

10 utilizing such probes. 
BACKGROUND ART 

Conventional surgical procedures involve cutting through 
bodily structures to expose a lesion or organ within the body for treatment. 
Because these procedures create considerable trauma to the patient, 

15 physicians have developed minimally invasive procedures using probes 
inserted into the body through body orifices or through small holes to treat 
or measure structures within the body. For example, the devices commonly 
referred to as endoscopes include an elongated body having a distal end and 
a proximal end. The distal end of the probe body can be inserted into the 

20 gastrointestinal tract through a body orifice. The endoscope may be 
equipped with optical devices such as cameras or fiber optics to permit 
observation of the tissues surrounding the distal end, and surgery may be 
performed by inserting and maneuvering surgical instruments through a 
channel in the endoscope body. Other probes commonly referred to as 

25 laparoscopes and orthoscopes are inserted into the body through small holes 
formed in surrounding tissues to reach the bodily structures to be treated or 
measured. Still other probes, commonly referred to as catheters, can be 
advanced through the vascular system, as through a vein or artery, or 
through other bodily passages such as the urinary tract. 
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The physician can guide the probe to the desired location 
within the body by feel or by continuously imaging the probe and the body, 
as by fluoroscopy, during the procedure. Where the probe includes optical 
elements, the physician can guide the probe based on visual observation of 
5 the tissues surrounding the distal tip of the probe. However, this option is 
available only for probes such as conventional endoscopes which are large 
enough to accommodate the optical elements. Moreover, optical guidance 
normally is useful only where the distal tip of the probe is disposed within a 
cavernous organ; it is not normally useful in guiding the probe within solid 

10 or semisolid tissues. 

As described, for example, in U.S. Patents 5,558,091, 
5,391,199; 5,443,489; and in PCT International Publication WO 96/05768, 
the disclosures of which are hereby incorporated by reference herein, the 
position, orientation or both of the distal end of a probe can be determined 

15 by using one or more field transducers such as a Hall effect or 
magnetoresistive device, coil or other antenna carried on the probe, 
typically at or adjacent the distal end of the probe. One or more additional 
field transducers are disposed outside the body in an external frame of 
reference. The field transducers preferably are arranged to detect or 

20 transmit non-ionizing fields or field components such as a magnetic field, 
electromagnetic radiation or acoustical energy such as ultrasonic vibration. 
By transmitting the field between the external field transducers and the field 
transducers on the probe, characteristics of field transmission between these 
devices can be determined. The position and/or orientation of the sensor in 

25 the external frame of reference can then be deduced from these transmission 
characteristics. Because the field transducer of the probe allows 
determination of the position of the probe, such transducer is also referred 
to as a "position sensor". 
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As described, for example, in the aforementioned U.S. Patent 
5,558,091, the frame of reference of the external field transducers can be 
registered with the frame of reference of imaging data such as magnetic 
resonance imaging data, computerized axial tomographic data, or 

5 conventional x-ray image data and hence the position and orientation data 
derived from the system can be displayed as a representation of the probe 
superimposed on an image of the patient's body. The physician can use this 
information to guide the probe to the desired location within the patient's 
body, and to monitor its orientation during treatment or measurement of the 

10 body structure. This arrangement greatly enhances the ability of the 
physician to navigate the distal end of the probe through bodily structures. 
It offers significant advantages over conventional methods of navigating 
probes by feel alone. For instance, because it does not require acquisition 
of an optical image of the surrounding tissues for navigation purposes, it can 

15 be used with probes which are too small to accommodate optical elements, 
and can be used for navigation of the probe within solid or semisolid tissues. 
The transducer-based system also avoids the difficulties associated with 
navigation of a probe by continuous imaging of the probe and patient during 
the procedure. For example, it avoids exposure to ionizing radiation 

20 inherent in fluoroscopic systems. 

As described in certain embodiments taught in U.S. Patent 
5,391,199, the system can include one or more reference catheters and a 
mapping/ablation catheter. Each of these catheters has a field transducer as 
discussed above disposed adjacent the distal end of the catheter. The 

25 mapping/ablation catheter is provided with electrodes for detecting local 
electrical activity at the distal end of such catheter, and for applying radio 
frequency energy to ablate surrounding tissue. The reference catheters may 
be positioned with their distal tips at fixed locations within the heart, 
whereas the mapping/ablation catheter can be moved within the heart while 



WO 97/29709 PCT/US97/02335 

-4- 

measuring electrical activity . The tip positions of the reference catheter and 
of the mapping/ablation catheter are monitored in the frame of reference of 
external antennas. Electrical activity data and positional data provided by 
the mapping/ablation catheter provides a map of the electrical activity of the 
5 heart. The reference catheter position information can be used to 
compensate for movement of the heart, and to register the mapping/ablation 
catheter position data with images such as fluoroscopic or MRI images. In 
certain procedures taught in the '199 patent, the map can be used to locate a 
site within the heart for treatment, and the position information provided by 

10 the position sensors can be used to maneuver the mapping/ablation catheter 
to the treatment site. 

However, still further improvements in transducer-based probe 
navigation and treatment systems would be desirable. In particular, it would 
be desirable to provide accurate guidance of a probe without reliance on 

15 registration between the sensor-based positional data and previously- 
acquired image data. This would be particularly desirable for placement 
and treatment of a probe in relatively soft, mobile tissues such as the 
breasts, lungs, liver, gastrointestinal tract and other internal organs. 
Moreover, it would be desirable to provide a system which provides probe 

20 guidance information to the physician in a form which can be readily 
assimilated and used by the physician. It would also be desirable to provide 
a system which facilitates the use of multiple probes in combination to treat, 
observe or measure a body structure. 
DISCLOSURE OF THE INVENTION 

25 The present invention addresses these needs. 

One aspect of the present invention provides methods of 
guiding medical instruments. A method according to this aspect of the 
invention desirably includes the steps of providing a site probe at a site 
within the body of a patient and providing an instrument probe to be guided 
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within the body of the patient. The method further desirably includes the 
step of transmitting one or more fields to or from each of the probes and 
detecting each such transmitted field. The relative disposition of the site 
probe and the instrument probe is determined from the properties of the 

5 detected fields and the instrument probe is directed toward the site probe on 
the basis of the so determined relative disposition. As used in this 
disclosure with reference to a single probe, the term "disposition" refers to 
the position of the probe, the orientation of the probe, or both. As used in 
this disclosure with reference to any two probes, the term "relative 

10 disposition" refers to the direction from one probe to the other, the distance 
from one probe to the other, or both. Thus, in determining relative 
disposition, the direction from one probe to the other, or the distance from 
one probe to the other can be determined. Preferably, however, both 
direction and distance are determined so as to completely determine the 

15 relative positions of the two probes. The orientations of one or both probes 
may also be determined. 

For example, magnetic, electromagnetic or acoustic fields may 
be transmitted between external field transducers and field transducers on 
the site and instrument probes, so that the position of each such probe is 

20 determined in a common frame of reference provided by the external 
transducers. The position of the instrument probe relative to the site probe 
can be determined by subtracting the position vectors of the two probes in 
the external antenna frame of reference. The step of directing the 
instrument probe relative to the site probe may include the step of pointing 

25 the instrument probe in a particular direction relative to the site probe, such 
as pointing the instrument probe in a direction toward the site probe. 
Preferably, the step of directing the instrument probe toward the site probe 
in response to the determined relative disposition includes the step of 
moving the instrument probe in a particular direction relative to the site 
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probe, most preferably moving the instrument probe toward the site probe. 
In preferred methods according to this aspect of the invention, the site probe 
acts as a marker and the instrument probe is guided toward the marker. 

The step of determining the relative dispositions of the probes 
5 may include the step of transmitting a field from the position sensor on one 
probe to the position sensor on another probe and determining the relative 
dispositions based upon the characteristics of such transmission. For 
example, the position sensor on the site probe may be arranged to emit 
electromagnetic or ultrasonic radiation, whereas the position sensor on the 

10 instrument probe may be arranged to monitor the amplitude of radiation 
received at the tip of the instrument probe. The amplitude of the received 
radiation constitutes a measure of the distance between the probes. 

Alternatively, the relative dispositions of the probes can be 
determined by monitoring fields transmitted between the probes. For 

15 example, the site probe field transducer may include or consist of a 
permanent magnet arranged to provide a magnetic field. The instrument 
probe field transducer may be adapted to determine the direction of the 
magnetic fields prevailing at the distal end of the instrument probe, thereby 
providing an indication of the direction from the instrument probe to the site 

20 probe. The intensity of the magnetic field can be used an indication of 
distance from the site probe in such an arrangement. In yet another 
arrangement, the site probe may be arranged to emit ultrasonic or 
electromagnetic radiation. The instrument probe may be guided to the site 
probe by moving it in the direction of increasing field amplitude. The 

25 instrument probe may be provided with a field transducer capable of 
detecting the amplitude of such radiation. The site probe may include a 
guidewire or other elongated member and the site probe may emit the field 
along the length of such elongated member. 
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In a particularly preferred arrangement, the site probe is 
placed at a site which requires treatment, testing or another medical 
procedure. For example, the site probe may be placed in or near a lesion 
during an imaging procedure such as mammography or other x-ray 

5 procedures, magnetic resonance imaging or CAT scanning capable of 
imaging the lesion and the site probe. After the site probe is placed, a 
surgical procedure to remove or repair the lesion may be performed by 
moving the distal end of an instrument probe toward the site probe and 
performing the required treatment using the instrument probe. As the site 

10 probe is anchored in the patient's tissue in or adjacent the lesion, the 
instrument probe can be guided accurately to the lesion even if the patient 1 s 
tissues shift or deform. It is not necessary to image the patient during the 
treatment procedure. Therefore, the treatment procedure can be conducted 
without the physical encumbrance of the imaging apparatus and without 

15 exposing the physician or patient to additional radiation from the imaging 
apparatus. 

In another preferred embodiment, a device implanted within 
the patient for long-term treatment purposes may be provided with a field 
transducer so that the device can be located and removed. For example, the 

20 heart pacemaker leads, which are implanted within a patient, sometimes 
break, leaving the distal portion of the lead implanted in the patient. Each 
such lead may be provided with a field transducer before implantation, so 
that the detached lead portion can be located and removed in the same 
manner as the lesions discussed above. 

25 In a further preferred embodiment, a passageway such as a 

fistula or shunt can be formed within a bodily structure by placing the site 
probe at an ending location corresponding to one end of the desired 
passageway; placing the instrument probe at a starting location 
corresponding to the opposite end of the desired passageway and then 
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moving the instrument probe through the tissues to be penetrated while 
guiding the motion of the instrument probe toward the site probe using the 
detected relative positions of the two probes. In effect, the site probe serves 
as a target and the passageway is formed by moving the instrument probe 
5 through the tissues toward the target. In a variant of this approach, the 
instrument probe is pointed toward the site probe and a substance or energy 
capable of destroying tissue is emitted from the instrument probe toward the 
site probe, thereby boring the hole from the starting location to the ending 
location. 

10 Yet a further aspect of the present invention provides a method 

of making a intrahepatic portal-systemic shunt, i.e., a shunt from the hepatic 
vein to the portal vein. Such shunts have been provided heretofore to 
relieve blockage of the portal vein arising from cirrhosis or other disease of 
the liver. Such a shunt serves to reduce the elevated venous pressure 

15 prevailing in this condition. According to this aspect of the present 
invention, an instrument probe such as a needle is guided from a starting 
location in the hepatic vein or the portal vein to an ending location in the 
opposite one of these veins, i.e., from the hepatic vein to the portal vein or 
from the portal vein to the hepatic vein. The guidance is performed using a 

20 field transducer on the instrument probe and using non-ionizing fields 
transmitted to or from such field transducer. In one arrangement according 
to this aspect of the invention, a site probe as discussed above is positioned 
at the ending location, i.e., in or near the portal vein or the hepatic vein and 
the needle or instrument probe is guided toward the ending location on the 

25 basis of the relative positions of the site probe and instrument probe. In 
another arrangement, the instrument probe position can be determined in a 
frame of reference such as the frame of reference of external field 
transducers and the positional information can be registered with a 
previously acquired image of the liver, so that a representation of the needle 
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can be superimposed on an image of the liver. Still further aspects of the 
present invention include methods of treating tissues within the lungs by 
guiding an instrument probe such as a bronchoscope within the lung using 
non-ionizing fields transmitted to or from the instrument probe. Preferred 
5 methods according to this aspect of the present invention utilize a site probe 
disposed in the lung tissue at or near the location to be treated, and provide 
guidance by monitoring the relative position of the instrument probe and site 
probe. 

Yet another aspect of the present invention provide methods of 

10 performing medical procedures using two or more probes. Methods 
according to this aspect of the present invention include the step of 
providing first and second probes, each probe having a field transducer 
mounted thereon, and determining the relative dispositions of the two 
probes. Methods according to this aspect of the invention preferably further 

15 include the steps of determining the relative dispositions of the two probes 
using non-ionizing fields transmitted to or from the position sensors on the 
probes; performing a first medical procedure with the first probe and a 
second medical procedure with the second probe and coordinating the two 
medical procedures using the determined relative dispositions. For 

20 example, where the medical procedure performed by the first probe involves 
tunneling, cutting or excavating tissues, the medical procedure performed by 
the second probe may include imaging, of the region treated by the first 
probe; evacuation of debris from the region treated by the first probe or any 
other procedure which can benefit by maintaining the two probes in defined 

25 spatial relationship to one another. 

Yet another aspect of the present invention provides methods 
of performing medical procedures which also use first and second probes. 
Procedures according to this aspect of the present invention include the steps 
of providing first and second probes, each having a field transducer thereon; 
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performing a medical procedure at a location using the first probe; 
determining the relative positions of the probes and performing a medical 
procedure at a second location having a predetermined spatial relationship to 
the first location using the second probe. In this procedure, localization of 
5 the medical procedure performed by the second probe is based on the 
determined relative dispositions of the two probes. That is, the region of 
the patient's body treated, measured or imaged in the second medical 
procedure may be selected or controlled based upon the relative dispositions 
of the two probes. Provided that the first probe is located in the required 

10 disposition relative to the body of the patient, both probes will be in the 
required disposition relative to a structure in the body of the patient, and 
relative to one another. The first and second locations may be identical to 
one another, so that both probes act at the same point. The first and second 
locations may be different from one another, in which case the first and 

15 second locations may be related to a common body structure. For example, 
where the first probe is positioned at a point along an intrabody lumen such 
as an artery or vein, the relative disposition of the first and second probe 
may be selected so that the second probe is disposed at another point in the 
same artery or vein. In each of the aforesaid methods, additional probes 

20 having field transducers thereon may be employed as well. 

Yet another aspect of the present invention provides a site 
probe for marking a site within the body of a medical patient. A site probe 
according to this aspect of the present invention preferably includes a field 
transducer in the form of a sensor adapted to detect a non-ionizing field such 

25 as a magnetic or electromagnetic field or an acoustic field and to provide 
one or more sensor signals representing one or more properties of the so 
detected fields. The site probe according to this aspect of the present 
invention may further include an anchor adapted to fasten the field 
transducer to tissue within the body of the living patient and signal 
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transmission means for conveying the sensor signals from within the body of 
the patient to outside of the body of the patient. 

Alternatively, a site probe for marking a site within the body 
of a patient may include a field transducer which incorporates an antenna or 
5 other transducer adapted to transmit a non-ionizing field in response to one 
or more drive signals, a site probe body housing the device, and an anchor 
adapted to fasten the site probe body to tissue within the body of the 
patient. A site probe according to this aspect of the present invention 
preferably includes signal transmission means for transmitting the drive 

10 signals from outside the body of the patient to the device while the device is 
disposed within the body of the patient. 

The anchor may include a mechanical device such as a screw 
having threads adapted to engage tissue or a pincer incorporating a plurality 
of flexible or movable times adapted to engage tissue within the patient's 

15 body. The site probe as described above may be provided in an assembly 
together with an elongated probe such as a catheter having distal and 
proximal ends. The site probe may be releasably mounted to the elongated 
probe adjacent the distal end thereof so that the site probe can be advanced 
within the body of the patient while the proximal end of the elongated probe 

20 remains outside of the body, anchored to the patient tissue at a desired 
location within the body and left within the patient's body. The signal 
transmission means incorporated in the site probe may include one or more 
leads extending from the sensor towards the proximal end of the elongated 
probe, these leads being arranged so that the elongated probe can be 

25 withdrawn leaving the leads in position after the site probe has been fastened 
to the tissue by the anchor. 

Further aspects of the present invention provide apparatus for 
guiding an instrument to a site within a patient comprising a site probe as 
aforesaid and an instrument probe adapted for insertion within the body. 
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The instrument probe has a field transducer mounted thereon adapted to 
send or receive fields of the type sent or received by the site probe. The 
apparatus may further include one or more external field transducers 
adapted for disposition outside of the patient's body and drive means for 
5 actuating the field transducers of the site probe, the instrument probe and, 
where provided, the external field transducers to transmit one or more non- 
ionizing fields therebetween and detect each so-transmitted field. As 
discussed above in connection with the method, the relative dispositions of 
the instrument probe and site probe may be determined from the detected 
10 fields. 

These and other objects, features and advantages of the present 
invention will be more readily apparent from the detailed description of the 
preferred embodiments, taken in conjunction with the accompanying claims. 
BRIEF DESCRIPTION OF THE DRAWINGS 
15 Fig. 1 is a diagrammatic view depicting a probe in accordance 

with one embodiment of the invention. 

Fig. 2 is a view similar to Fig. 1 but depicting a probe in 
accordance with a further embodiment of the invention. 

Fig. 3 is a fragmentary view depicting a probe in accordance 
20 with yet another embodiment of the invention. 

Fig. 4 is a view similar to Fig. 1 but depicting a probe in 
accordance with yet another embodiment of the invention. 

Fig. 5 is a diagrammatic perspective view depicting a patient 
and apparatus during performance of a process in accordance with one 
25 embodiment of the invention. 

Fig. 6 is a diagrammatic elevational view taken on an axial 
plane depicting a patient and apparatus during a further process in 
accordance with another embodiment of the invention. 
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Fig. 7 is an elevational view of the same patient and apparatus 
of Fig. 6, but taken along a saggital plane. 

Fig. 8 is a fragmentary diagrammatic view depicting elements 
of apparatus in accordance with yet another embodiment of the invention. 
5 Fig. 9 is a fragmentary diagrammatic view depicting elements 

of apparatus in accordance with a further embodiment of the invention. 

Fig. 9 A is a fragmentary diagrammatic view depicting elements 
of apparatus in accordance with a another embodiment of the invention. 

Each one of Figs. 10 through 17 is a fragmentary, 
10 diagrammatic view depicting apparatus and portions of a patient during 
procedures in accordance with a further embodiment of the invention 

Fig. 18 is a an elevational view depicting a computer screen 
display utilized in certain embodiments of the invention.. 
MODES FOR CARRYING OUT THE INVENTION 
15 A site marking probe assembly in accordance with one 

embodiment of the invention includes an elongated probe in the form of a 
tube or catheter 20 having a proximal end 22, a distal end 24 and an 
elongated bore 26 extending between such ends. A site probe body 28 
incorporating a position sensor or field transducer 30 is physically connected 
20 to an anchor in the form of a set of hooks or grapples 32. Field transducer 
30 is provided in the form of a sensor arranged to detect magnetic or 
electromagnetic fields. For example, the sensor 30 may be a multiaxis, 
solid-state position sensor of the type disclosed in the aforementioned U.S. 
Patent 5,558,091. Such a sensor incorporates a plurality of transducers 
25 sensitive to magnetic field components in mutually orthogonal directions. 
Other suitable position sensors include coils as disclosed in the 
aforementioned U.S. Patent 5,391,199 and in PCT Application 
PCT/US95/01103, now published as PCT International Publication WO 
96/05768, the disclosure of which is hereby incorporated herein by 
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reference. Such coils may be provided as a single coil or as a plurality of 
orthogonal coils capable of detecting field components in orthogonal 
directions. Position sensor or field transducer 30 is connected to leads 34 
which extend through bore 26 to and beyond the proximal end 22 of tube 
5 20. Connectors 35 are provided at the proximal ends of leads 34. A control 
rod 36 in the form of a flexible shaft extends axially within bore 26 from 
outside the proximal end 22 of the tube to the site probe body 28. Control 
rod 36 may be a braided cable or other flexible element capable of bending 
and deforming along with tube 20, but also capable of transmitting axial 

10 thrust. Elongated probe or tube 20 is constructed and arranged to reach 
within the body of the patient to the desired location. For example, tube 20 
may have the structure of a conventional catheter, bronchoscope, 
endoscope, laparoscope or the like. The size and shape of tube 20 will 
depend upon the region of the body to be treated. Tube 20 may be steerable 

15 or guidable, and may be provided with features as discussed below for 
selectively bending its distal end. 

Site probe body 28 is releasably engaged within bore 26 
adjacent distal end 24 so that the body 28 and hence grapples 32 can be 
displaced out of the distal end 24 of the tube. Grapples 32 are spring-loaded 

20 so that they tend to expand to the positions indicated in broken lines at 32' 
in Fig. 1 when the device is displaced out of the distal end of the tube. The 
spring-loaded grapples 32 may provide frictional engagement with the wall 
of tube 20 while the device is disposed inside the tube and thus may serve to 
releasably retain the device in the tube. As further discussed below, in use 

25 the assembly is advanced until distal end 24 is disposed adjacent a lesion L 
or other tissue of interest within the patient's body. At that point, body 28 
and anchor or grapples 32 are advanced forwardly by control rod 36, 
thereby dislodging the device from within tube 20 and engaging grapples 32 
with the tissue of lesion L at the distal end of the assembly as indicated at 
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32\ In this condition, site probe body 28, and hence sensor or field 
transducer 30 are secured to the tissue of lesion L by the grapples. 

Tube 20 may be removed, leaving control rod 36 and leads 34 
in place. During the removal process, the tube 20 slides in a proximal 
5 direction over control rod 36, leads 34 and connectors 35, so that the 
control rod and leads pass out of the distal end 24 of bore 26. To facilitate 
movement of the control rod and leads through the bore tube, the control 
rod and the leads may be formed integrally with one another. Also, 
although only tube leads are depicted in Fig. 1, it should be appreciated that 
10 the number of leads will depend upon the configuration of position sensor 
30. 

An assembly according to a further embodiment of the 
invention (Fig. 2) incorporates a tube 120, site probe body 128; sensor or 
field transducer 130; control rod 136 and leads 134 similar to the 

15 corresponding elements of the assembly in Fig. 1. However, this assembly 
includes an anchor in the form of a screw 132 in place of the grapples used 
in the embodiment of Fig 1. In use, control rod 136 is used to turn active 
element 128 and hence screw 132 while forcing active element out of the 
interior of tube 120, thereby leaving the active element anchored to the 

20 tissue by the screw as indicated in broken lines at 132'. 

As indicated in Fig. 3, the screw or grapples can be replaced 
by a needle 140 affixed to the active element body. The needle is provided 
with a barb 142. Here again, the active element body and the anchor are 
forced distally out of the distal end 124 of the tube so that the anchor 

25 engages the tissue. Barb 142 holds the active element body and sensor in 
place. Assemblies according to this aspect of the invention may include 
many different forms of anchors, in addition to the barbs, screws and 
grapples discussed above. Various devices which can be implanted and 
mechanically engaged in the tissue of a patient are shown in U.S. Patents 
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5,217,484; 5,195,540; 4,592,356; 4,931,059; 5,234,426; 5,267,960; 
5,409,004; 5,158,084; 5,059,197; 5,197,482; and 5,301,682. All of these 
patents teach mechanical devices for fastening a device to the tissue of a 
patient, for marking a lesion or for other purposes. Essentially any 
5 mechanical device which can be actuated to anchor the active device body to 
the patient 1 s tissue can be employed as the anchoring device in structures as 
depicted in Figs. 1-3. Further, although it is preferred to insert the active 
device body through a tubular element as shown, the same is not essential. 
For example, the site probe may incorporate a site probe body in the form 

10 of a rigid needle housing the field transducer so that the needle, with the 
position sensor disposed adjacent the distal end of the needle, can be 
advanced into the body. Such a needle can be placed by itself, without any 
external covering, by advancing the needle into the patient's tissues. Such a 
rigid needle can be provided with anchors as discussed above to hold the 

15 needle in place after insertion in a method according to one embodiment of 
the invention. Similarly, the site probe body can be integrated with the 
elongated flexible bodies discussed above. For example, transducer 30 and 
grapples 32 (Fig. 1) could be mounted to elongated probe body 20, in which 
case the elongated probe body would be left in place. 

20 Apparatus according to the present invention preferably also 

includes an instrument probe 200 (Fig. 4). The instrument probe may 
incorporate essentially any device which can be inserted or advanced into 
the body to perform a medical procedure, such as treatment, measurement 
or observation. As used herein, the term "treatment" includes capturing 

25 samples of tissues or materials present within the body, and thus includes 
biopsies. As illustrated, instrument probe 200 includes a tubular body 202 
having a handle portion 204 affixed to a proximal end of the body and 
having a distal portion 206 remote from handle 204. Body 202 has a bore 
208 extending longitudinally from its proximal end to its distal end and open 
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to the outside through handle 204. Body 202 may incorporate a flexible 
section adjacent the distal end, so that the distal end 206 can be bent or 
pivoted relative to the remainder of the body. The body of the instrument 
probe defines a long axis 237 at end 206, and axes 239 and 241 orthogonal 
5 to axis 241, Probe 200 may incorporate devices (not shown) for bending 
the distal end of body 202 relative to the remainder of the body and thereby 
steer the device as it is advanced into the patient's anatomy. Movement of 
end 206 around axis 237 is commonly referred to as "roll", whereas 
movements of the end around axes 239 and 241, such as encountered during 

10 bending of the body or during tilting of the entire device, are referred to as 
"pitch" and "yaw" respectively. These elements of the instrument probe 
may be substantially conventional, and may be of the types commonly 
utilized in steerable catheters, needles, endoscopes and other probes. Bore 
208 is arranged to accommodate a conventional intrabody medical 

15 instrument such as scissors or forceps, or other surgical tool 210 operable 
from the proximal end or handle of the device. Surgical tool 210 may be 
any conventional surgical tool of the type commonly used in endoscopic, 
arthroscopic, laparoscopic surgical procedures, or a conventional biopsy 
sampling device. The tool is arranged so that it can be advanced to an 

20 operative position 210 1 outside of the distal end of body 202. Tool 210 is 
arranged so that it can be manipulated and controlled from the proximal end 
or handle 204 of the body. Thus, the tool is connected to a manipulating 
handle 212 by conventional control elements or linkages. Other expedients 
for manipulating and controlling a tool at the distal end of body 202 can be 

25 employed as, for example, electrical, electronic or optical control linkages. 
Alternatively, tool 210 can be mounted in fixed position on body 202 or 
formed integrally therewith as, for example, where body 202 is equipped 
with a cutting blade. For example, body 202 may be a biopsy needle of 
generally conventional construction , or else may be a biopsy needle of the 
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type described in the copending, International Application, entitled 
"Locatable Biopsy Needle", naming Biosense, Inc. as an applicant and filed 
in the Israeli Receiving Office on even date herewith, the disclosure of 
which is hereby incorporated by reference herein. The instrument probe 
5 may incorporate a conventional surgical instrument such as a scalpel, 
forceps, or other instrument having parts which can be advanced into the 
patient's body to perform a surgical or medical procedure at a place within 
the patient's body. Tool 210 may be a device for measuring or sensing 
phenomena within the body, such as a thermometer or electrode for 

10 measuring intrabody potentials; a device for imaging structures within the 
body, such as an optical or ultrasonic camera or other imaging device; a 
device for dispensing medications; a device for applying therapeutic 
radiation; or any other device which can be used to treat, measure or 
observe structures within the body of a living subject. 

15 A field transducer or position sensor 230 is mounted in 

instrument probe body 202 adjacent the distal end 206 thereof. Transducer 
230 may be of the same types as discussed above with reference to the 
position sensors of the site probes. Transducer 230 is connected via leads 
234 to the proximal end or handle 204 of the body. Leads 234 are provided 

20 with exposed terminals or connections 235 at the proximal end of the body. 
If the instrument probe incorporates a rigid or substantially rigid body, the 
field transducer 230 can be mounted at essentially any location on the body 
having a defined spatial relationship to the operative portions of the 
instrument, such that the disposition of the operative portions can be 

25 deduced from the disposition of the field transducer. However, where the 
instrument probe is flexible, the field transducer preferably is mounted 
adjacent any operative portions of the tool incorporated in the instrument 
probe, so that the disposition of the operative portions of the tool included in 
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the instrument probe can be deduced from the disposition of the field 
transducer. 

The apparatus further includes a set of field transducers or 
antennas 300 mounted in a frame of reference external to the patient. For 

5 example, field transducers 300 may be mounted to a patient-supporting bed. 
Antennas 300 are linked to a field transmitting and receiving device 302 and 
a computer 304, which in turn is linked to a displayed device such as a 
cathode ray tube 306. These elements are arranged to cooperate with the 
field transducers or position sensors on the site probe and on the instrument 

10 probe to determine the dispositions of the field transducers on the probes, 
and hence determine the dispositions of the site probe and the instrument 
probe in the frame of reference of the external field transducers or antennas. 
These elements of the apparatus can be as described in the aforementioned 
'091 or '199 patents. Other devices for detecting disposition of probes 

15 equipped with position sensors by transmission of non-ionizing fields are 
known in the art. As is known in the art, electromagnetic or magnetic 
fields can be transmitted between an antenna or field transducer mounted in 
an external frame of reference and a position sensor or field transducer on a 
probe, and the disposition of the probe can be calculated from the 

20 characteristics of the fields detected by the transducer on the probe. Thus, 
the external field transducers or antennas and the position sensor or field 
transducer on the probe cooperatively define a plurality of transmitter- 
receiver pairs. Each such pair includes one transmitter and one receiver as 
elements of the pair. One element of each such pair is disposed on the 

25 probe and the other element of each such pair is disposed at a known 
disposition in the external frame of reference. Typically, at least one 
element of each transmitter-receiver pair is disposed at a different position 
or orientation than the corresponding element of the other pairs. By 
detecting the characteristics of field transmission between elements of the 
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various pairs, the system can deduce information concerning the disposition 
of the probe in the external frame of reference. The disposition information 
can include the position of the probe, the orientation of the probe or both. 

In a method according to one embodiment of the invention, 
5 site probe body 28 is positioned and anchored on a lesion L within the 
patient's body during a conventional radiologic procedure. For example, 
while the patient is undergoing fluoroscopic, X-ray or other imaging 
examination of the lungs, the site probe assembly is advanced to a lesion 
observed in such examination, and the site probe body 28 is anchored on the 

10 lesion using guidance provided by the imaging procedure. The anchoring 
element such as grapples 32 is actuated to anchor the site probe body in 
place on the lesion, and the tubular body 20 is withdrawn, leaving leads 34 
protruding from the patient's body. 

After the site probe has been placed, the patient is positioned 

15 in the frame of reference of the external field transducers or antennas 300. 
Leads 34 are connected to the field transmitting and receiving unit 302, 
thereby connecting the field transducer or position sensor 30 on the site 
probe to the transmitting and receiving unit. Similarly, the field transducer 
or position sensor 230 of the instrument probe (Fig. 4) is connected to the 

20 transmit/receive unit 302 through leads 234. The distal end 206 of the 
instrument probe is advanced into the patient towards the lesion, carrying 
the position sensor or field transducer 230 with it. The field transmitting 
and receiving unit 302 and computer 304 actuates external field transducers 
or antennas 300 and the field transducers or position sensors 30 and 230 of 

25 the probes to transmit and receive fields. Where the external devices or 
antennas 300 are used as field transmitters, the leads 34 and 234 from the 
probes will provide sensor signals representing the fields detected at the 
probes to the field transmit and receive unit. Conversely, where the field 
transducers or position sensors on the probes are used as transmitters, leads 
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34 and 234 can be used to send drive signals to field transducers or position 
sensors 30, 230 on the probes. In the conventional manner, the computer 
304 deduces the disposition of the field transducers on the probes and thus 
deduces the disposition of the probes themselves in the frame of reference 
5 defined by the external field transducers. In the arrangement shown, the 
computer deduces the position of probe 28 and causes the same to be 
displayed at a location 28 1 on display unit 306 and likewise deduces the 
position of the distal end 206 of the instrument probe and displays the same 
at a location 206* 1 on display 306. Display of the two locations provides a 

10 visual indication of the distance and direction from the distal end 206 of 
instrument probe 200 to the site probe body 28. This guides the physician 
as he or she advances the instrument probe toward the site probe through the 
patient's tissues. 

Because the site probe is mounted in the patient's body at or 

15 adjacent to the lesion or other tissue to be treated, the actual position of the 
lesion or tissue will not affect operation of the system. Thus, the patient can 
move in the external frame of reference, and the lesion or tissue may move 
within the patient. For example, the lung being treated may be deflated 
after placement of the site probe but before the other steps of the procedure. 

20 Nonetheless, the system will continue to display the correct position of the 
instrument probe distal end and the site probe, and will continue to provide 
proper guidance for navigating the instrument probe towards the lesion or 
other tissue to be treated. As used in this disclosure, the terms "navigation" 
and "navigating" refer to the process of moving a probe within the body of a 

25 patient to a desired location. During the navigation procedure, the physician 
may rely on additional information and cues such as his or her knowledge of 
the anatomy and feel of the instrument probe as the same is advanced 
through the patient's body. Where conventional visualization devices such 
as cameras or fiber optic devices are provided on the instrument probe, 
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these may be used to provide additional guidance. Also, the system may 
augment the display 306 by providing a prominent indication of the direction 
from the instrument probe distal end to the site probe as, for example, a 
bold arrow 308 extending in that direction. The indicia representing the 
5 instrument probe and the site probe on the display may have different 
characteristics, such as different colors or shapes, so that the physician can 
readily distinguish them from one another. 

The display need not show any image of the patient's tissues. 
However, if previously acquired image data is readily available and can be 
10 readily registered with the probe position data, the previously acquired 
image data can be displayed in registration with the indicia representing the 
probes. 

As shown in Figs. 6 and 7, the display of positions can be 
provided in multiple planes. Thus, display unit 306 may incorporate a pair 

15 of display screens 352 and 356 disposed in perpendicular planes. Each such 
display unit may display only components of position in directions parallel 
to the plane of that screen. For example, screen 356 is disposed in a plane 
perpendicular to the long axis of the patient's body and thus presents an 
axially directed view showing the representation 206* 1 of the instrument 

20 probe tip and the representation 28" of the site probe body in the correct 
relative positions. Screen 352 is disposed in a plane parallel to the 
longitudinal axis of the patient's body and presents a saggital view of the 
relative positions. Other convenient forms of representing three dimensional 
information can also be employed. For example, the relative positions can 

25 be displayed in a stereoscopic imaging device such as a binocular imaging 
device of the type currently used in "virtual reality" computer graphics 
applications, in a holographic image or in any other form of three 
dimensional imaging device. Once the physician has moved the distal tip of 
the instrument probe to the location of interest, the physician can perform a 
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medical procedure as, for example, a procedure to remove the lesion in its 
entirety or to perform a biopsy on the lesion. During or after the procedure, 
site probe body 28 is removed. Where the tissue to which the site probe is 
anchored is cut from the patient during the procedure, the site probe can 

5 simply be pulled out of the patient by means of the control rod 36 (Fig. 1). 
Alternatively, the anchoring device used in the site probe may permit 
removal of the site probe from the tissue without removing the tissue. For 
example, screw 132 (Fig. 2) can be released from the tissue by turning the 
associated control rod 136. A grapple arrangement may be provided with 

10 articulating elements which can be controlled by operation through the 
control rod, so that the grapple acts as a controllable pincer. In this event, 
the site probe can be released from the tissue by actuating the grapple to 
release the tissue. 

Computer 304 can calculate the relative positions of the 

15 instrument probe distal end 206 and site probe body 28 by subtracting the 
positions of the two probes. That is, the system may substract the 
coordinates of the site probe distal end in the external frame of reference 
defined by external field transducers 300 from the coordinates of the site 
probe body 28 in the same frame of reference to arrive at the components of 

20 the relative position vector from the instrument probe distal end to the site 
probe body. The relative positions can be provided as a human perceptible 
indication other than a visual display as, for example, a tactile display or 
one or more audible signals provided to the physician during navigation of 
the instrument probe. The calculated relative position can be displayed 

25 numerically as well as graphically as, for example, by displaying the 
individual components of the relative position vector. Also, where the 
instrument probe is manipulated by automated equipment, the relative 
position can be provided as vector coordinates or any other convenient form 
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to the automated equipment so as to control the movement of the instrument 
probe toward the site probe automatically. 

As shown in Fig. 8, a reference probe 328 having a reference 
probe field transducer or position sensor 330 thereon may be used in 
5 conjunction with site probe 28. Thus, the reference probe may be 
positioned in the patient's body adjacent the site probe during the procedure 
used to place the site probe. The position monitoring system detects the 
position of the reference probe in the same manner as it detects the positions 
of the site probe and instrument probe. Any substantial change in the 

10 relative positions of the site probe and reference probe indicates that one or 
the other of these probes has become dislodged from the tissue to which it is 
anchored. The system may be arranged to issue an automatic warning to the 
physician, such as a warning tone or visual indication upon occurrence of 
this condition. Also, the relative disposition of the site probe and reference 

15 probe may be recorded during the placement step as, for example, from 
x-ray or other image data acquired during the placement procedure. This 
prerecorded disposition data can be compared to the relative disposition of 
the site probe and the reference probe acquired from the field transducers. 
Here again, any substantial change in the distance between the site probe 

20 and the reference probe indicates that one of the probes has become 
dislodged. 

In the arrangements discussed above, the probes are connected 
by conductors to the external field transmitting or receiving device. 
However, such a hard-wired connection is not essential. For example, as 
25 shown in Fig. 9, a site probe 428 may include a field transducer in the form 
of an inductive antenna 430 linked to a capacitor 431 to form a resonant 
circuit. The external field transducers may apply drive signals in the form 
of alternating electromagnetic fields to the site probe at the resonant 
frequency of the circuit in the site probe. The site probe will then radiate 
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electromagnetic fields at the same frequency. Such an arrangement can be 
used, for example, in a time-multiplex system. During some intervals, the 
external field transducers are actuated to drive the system. During other 
intervals the external devices are used as receiving antennas. Alternatively, 
5 the reradiating circuit in the site probe may be arranged to receive signals at 
one frequency and to transmit reradiated signals at a different frequency. 
As shown in Fig. 9A, a site probe may incorporate a small biocompatable 
metal pellet 450 with a field transducer in the form of a magnetic metallic 
element such as 460 disposed therein. In the presence of an externally 

10 applied alternating magnetic field, such a pellet will emit a field at the same 
frequency but out of phase with the external field, thereby altering the phase 
of the field in the vicinity of the pellet. The degree of phase alteration 
varies with distance from the pellet over a small region surrounding the 
pellet. The field transducer of the instrument probe may detect the 

15 alternating field, and the phase of the field may be used as an indication of 
distance from the site probe. Site probes of this nature may be used to mark 
multiple locations within the body. Such probes can be applied by injection 
using a syringe and can be fixed in place using a biocompatable adhesive. 
Site probes which are powered by radiated fields, such as those discussed 

20 above with reference to Figs. 9 and 9A, are particularly useful for long-term 
implantation. Provided that the site probe remains in place, the instrument 
probe can be navigated back to the same site even after a long time has 
elapsed, and even if the site has moved within the body due to growth, 
healing or other long-term processes. Still other arrangements can use a 

25 self-powered site probe, incorporating a storage battery or other source of 
energy and an internal field generating device such as an oscillator linked to 
an antenna. Battery-powered site field transducers are particularly useful 
for applications where the field transducer must be active only for a short 
time as, for example, where a site probe is used to mark a lesion which will 
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be removed promptly after the field transducer is activated. Alternatively, a 
battery-powered field transducer may be installed in a long-term application 
and activated by an externally-applied signal or internal occurrence. More 
complex forms of such radiating devices can incorporate multiple field 
5 transducers or antennas in orthogonal directions for radiating multiple fields. 
These may be operated at different frequencies or according to a time 
division multiplexing scheme. Similar arrangements can be used for the 
instrument probe. 

Still other forms of field transducers may be arranged to 

10 radiate acoustic fields. Optical radiation, such as visible or infrared light, 
may also be employed. Many tissues within the body are translucent at red 
and infrared wavelengths, so that the intensity of optical radiation emitted 
from a field transducer such as a light emitting diode can be used as an 
indication of distance from that transducer. 

15 In a system according to yet another embodiment of the 

invention, the site probe body has a field transducer in the form of a 
permanent magnet 530 mounted therein. The instrument probe has a field 
transducer 531 which is adapted to measure constant magnetic field 
components in a plurality of orthogonal directions in a frame of reference 

20 fixed to the distal end 506 of the site probe body. For example, field 
transducer or position sensor 531 may include a plurality of 
magnetoresistive, Hall effect or other similar solid state magnetic field 
transducers, each such transducer being sensitive to a field component in a 
given local direction relative to the instrument probe 506. The signals from 

25 the field transducer 531 represent the components of a vector 533 pointing 
from the distal end 506 of the instrument probe along the lines of magnetic 
flux impinging on the distal end. Provided that the distal end 506 is located 
in a region reasonably close to one of the poles of permanent magnet 530, 
the vector along the lines of flux points generally in the direction of site 
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probe body 528. The display (not shown) may display this information as a 
direction vector. The physician must interpret this information as a 
direction relative to the end of the probe. For example, in using a steerable 
probe of the type discussed above, the physician can swing the distal end of 
5 the probe in various directions and find the direction in which the direction 
vector points straight ahead from the distal end of the instrument probe. 
The physician may then advance the instrument probe and repeat the 
process. In this way, the instrument probe "homes in" on the site probe. 

A site probe according to a further embodiment of the 

10 invention includes a probe body 628 with an elongated shaft 629. The field 
transducer in this site probe may be an ultrasonic transducer disposed in the 
in a handle 631 at the proximal end of shaft 629. Ultrasonic energy 
supplied by the field transducer is emitted from the site probe along 
essentially the entire length of the shaft, thus creating a field of ultrasonic 

15 energy surrounding the shaft. The field has progressively diminishing 
intensity in directions away from the shaft. The instrument probe has a field 
transducer or position sensor 633 in the form of a microphone or other 
transducer sensitive to ultrasonic energy. The monitoring system is 
arranged to provide a signal, such as an audible signal having intensity 

20 directly related to the intensity of ultrasonic energy impinging on the field 
transducer or microphone 633. In this way, the system indicates the 
distance from the tip of the instrument probe to the shaft 629 of the site 
probe. The physician can use this information to guide the instrument probe 
into proximity with shaft 629 and to maintain the tip of the instrument probe 

25 in proximity with the shaft as the instrument probe is advanced towards the 
site probe body 629. In a variant of this approach, the ultrasonic energy is 
emitted only from site probe body 628 itself, so that the ultrasonic field 
takes the form of a generally spherical field, with the intensity progressively 
diminishing in all directions away from the probe body. In this case, the 
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sensed intensity represents distance from the site probe body 628. This 
information can be used to guide the instrument probe as, for example, by 
moving the instrument probe in various directions and detecting which 
direction of movement results in the greatest increase in intensity. Similar 
5 approaches can be used with magnetic and electromagnetic signals radiated 
from a site probe. The opposite approach, in which an acoustic or 
electromagnetic field is radiated from the instrument probe and the intensity 
of the field impinging on the site probe is monitored, may also be employed. 
In either approach, the signals from the field transducer or sensor on the 

10 probe which acts as the signal receiver indicate the distance between the 
probes and thus provide information concerning the disposition of the two 
probes relative to one another. 

According to further aspects of the invention, information 
concerning the relative dispositions of a plurality of probes can be used to 

15 coordinate the action of the plural probes and to guide one or more of the 
probes, regardless of whether any of the probes is fixed to the patient's 
body. For example, in the embodiment depicted in Fig. 12 two 
instrumented catheters 690 and 694 are coordinated so that their distal ends 
are juxtaposed with one another. Thus, positional information derived by 

20 position sensors 630 and 632 adjacent the distal tips of catheter 690 and 694 
is used by the physician to navigate both catheters into position adjacent a 
common treatment location 692. Moreover, the position sensors 630 and 
632 provide information concerning the orientations of both catheters 
relative to one another and relative to the common treatment location 692, 

25 so that the tips of both catheters can be aimed onto the common treatment 
location. The disposition-determining systems discussed above with 
reference to the instrument probes and site probes can be used to provide 
information concerning the relative dispositions of multiple probes either by 
measuring the disposition of each probe in an external frame of reference or 
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by monitoring fields transmitted between field transducers on the multiple 
probes and determining relative dispositions directly from such monitored 
fields. It is useful to coordinate the actions of multiple catheters in catheter- 
based surgical procedures as, for example, where multiple different tools 
5 must be brought to a common location so that the common location can be 
treated by all of the tools. Also, one or more of the catheters may carry 
devices for observing the treatment as, for example, optical or ultrasonic 
viewing equipment, whereas the other catheters may carry devices for 
manipulating, cutting or excavating tissues. The tissues can be cut or 

10 "excavated" by action of a laser beam directed out of a catheter tip or, 
alternatively, by applying small gas bubbles ("microbubbles") and causing 
rupture of the same by applying ultrasonic energy to the area infused with 
microbubbles. Coordinated catheters can be used in such surgical 
operations as, for example, by applying the laser light or microbubbles 

15 through one catheter and observing the process through another catheter. 

As shown in Fig. 13, plural probes can be coordinated with 
one another using information concerning their relative dispositions even 
without bringing the probes into close proximity to one another. Thus, in 
the embodiment of Fig. 13, probes 702 and 704 lie on opposite sides of a 

20 bodily structure, but are aligned and aimed towards one another using 
positional information derived from position sensors or field transducers 
carried on the probes. Probes pointing towards one another can be used for 
a variety of purposes. For example, probe 702 may transmit ultrasound to a 
detector on probe 704 and a detector on probe 704 may be actuated to 

25 generate an ultrasonic image of the tissues between the probes. 
Alternatively, probes which are initially disposed at a distance from one 
another can be aligned with one another and then one or both of the probes 
can be advanced towards the other probe, so that the probes are brought 
together in much the same manner as the site probe and instrument probe 



WO 97/29709 PCT/US97/02335 

-30- 

discussed above. In this arrangement, however, neither probe is fixed to the 
body tissue during the procedure. 

In procedures according to further embodiments of the 
invention, two or more probes can be coordinated by engaging both probes 
5 with related body structures or with spaced-apart locations in a body 
structure. For example, where a first probe is disposed within an intrabody 
lumen such as a vascular structure, the second probe may be disposed in 
another part of the same lumen. In a procedure according to a further 
embodiment of the invention using this approach, (Fig. 14), a first probe in 

10 the form of a catheter 720 may be threaded through the vascular system and 
positioned in an artery within the brain upstream from an aneurysm in the 
brain. Catheter 720 may incorporate a first field transducer or position 
sensor 722 adjacent its distal end. The step of positioning catheter 720 may 
be conducted using conventional imaging techniques such as fluoroscopic 

15 guidance. Alternatively or additionally, the techniques disclosed in the ' 091 
Patent may be used. Thus, the disposition of field transducer 722 may be 
detected by means of fields transmitted to or from one or more additional 
field transducers, the detected disposition is correlated to the frame of 
reference of previously-acquired imaging data, and a representation of the 

20 catheter tip is superposed on a display showing the image from the 
previously-acquired data. After catheter 720 is placed, a first medical 
procedure is performed by inflating a balloon 726 adjacent the distal end of 
the catheter so as to block the blood supply to the artery at a first location 
upstream from the aneurysm A. A second probe in the form of a second 

25 catheter 726 having a field transducer 728 adjacent its distal end is advanced 
into the same artery through the surrounding brain tissue from outside of the 
artery at a second location downstream from the first location. The second 
probe is then used to place a stent or perform other treatment at the second 
location. During placement of the second probe, information concerning the 
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relative disposition of the first and second probes can be used to position the 
second probe at the desired location with respect to the first probe, and 
thereby position the second probe at the desired location with respect to the 
artery and aneurysm. 
5 The relative disposition information can be used in conjunction 

with other sources of disposition information. For example, information 
concerning the disposition of second probe distal end or field transducer 728 
relative to first probe distal end or field transducer 722 can be used in 
conjunction with a superposition scheme as described in the 4 091 patent, in 

10 which a representation of the second probe distal end is displayed in 
registration with a previously-acquired image. The superposition scheme 
can be used to guide the second probe around structures such as critical 
areas of the brain far from the first probe, whereas the relative position 
information can be used to bring the second probe to a precise placement. 

15 The relative disposition information can be combined with direct image 
guidance in similar manner. Use of relative disposition information in 
conjunction with other information can be adapted to procedures in other 
regions of the body. 

Other procedures wherein plural probes are placed on 

20 separated but functionally related sites include placement of two probes on 
separate points along a nerve for stimulation and measurement of nerve 
impulse travel, and placement of an infusion catheter along a blood vessel 
and a sampling catheter in the vascular bed served by that blood vessel. As 
depicted in Fig. 15, more than two probes can be coordinated in a similar 

25 fashion. Thus, in the four-catheter arrangement of Fig. 15, catheter 804 is 
excavating tissue at a location 806, whereas catheter 808 is removing the 
debris from such location. Catheter 810 is viewing the tissue surrounding 
location 806 using an ultrasonic imaging system carried on the catheter, 
whereas catheter 112 is injecting microbubbles into the vascular bed at 
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location 106 to enhance the contrast between various types of tissues at such 
location. 

The use of multiple probes is advantageous in that each probe 
need only accommodate one or a few devices. The individual probes may 
5 be simpler and smaller in size than a composite probe incorporating all of 
the required devices. The preferred field transducers and probes utilized in 
accordance with the present invention desirably are small-diameter devices 
to facilitate insertion into the body. Thus, each field transducers desirably 
has a smallest dimension less than about 3mm, preferably less than 2mm, 

10 more preferably less than about 1mm; still more preferably less than about 
0.2 mm and most preferably even smaller. The probe itself desirably has 
dimensions, at the field transducer, in the same ranges. Among the field 
transducers which can be employed are those disclosed in copending, 
commonly assigned United States Provisional Patent Application 012,242 

15 Filed February 26, 1996 and in the PCT International Application entitled 
Catheter With Lumen, naming Biosense, Inc. as an applicant, filed of even 
date herewith in the United States Receiving Office and claiming priority of 
said '242 application, the disclosures of which are hereby incorporated by 
reference herein. 

20 One medical procedure which can be performed using the 

techniques discussed above is a liver bypass. Patients who have advanced 
chirosis of the liver suffer, as a result of blockage of the portal vein, from 
elevated venous blood pressure, which may cause fatal GI bleeding. In the 
bypass procedure, a shunt is created between the hepatic vein and the portal 

25 vein in the liver to bypass most of the liver. Thus, the venous blood 
pressure is reduced and GI bleeding eliminated. As disclosed, for example, 
by Zemel et al., Technical Advances in Transjugular Intrahepatic 
Portosystemic Shunts, RadioGraphics, Vol. 12, No. 4, pp. 615-623 (1992), 
the disclosure of which is incorporated by reference herein, a catheter and 
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guidewire are inserted through the jugular vein into the hepatic vein, and a 
needle is passed along the guidewire and used to probe for the portal vein. 
The needle is forcibly advanced through the liver tissue towards the portal 
vein. This entails considerable difficulty if the liver tissue is toughened or 

5 scarred as occurs in some diseases. Since the needle is hollow, when the 
other portal is found, blood flows through the needle. A catheter may 
replace the needle, so that the catheter extends between the veins. A stent 
such as an inflatable stent is guided along the needle or catheter to form a 
permanent passageway connecting the two veins. The opposite procedure, 

10 wherein entry is made from the portal vein and the needle is passed through 
the liver tissue to the hepatic vein, can also be employed. This procedure is 
performed using a fluoroscope and is very lengthy, so the amount of 
radiation exposure of the patient and the surgeon is considerable. 

According to further aspects of the present invention, such a 

15 procedure can be greatly facilitated by using non-ionizing radiation 
transmitted to field transducer on a needle or other probe used to form the 
passageway, and determining the disposition of the probe during the 
procedure using such non-ionizing radiation. As shown in Fig. 15, a 
needle 902 with a field transducer or position sensor 904 thereon is 

20 introduced into the hepatic vein. A site probe 920 having a position sensor 
or field transducer 922 thereon is disposed in the liver parenchyma adjacent 
to the portal vein. The needle is guided toward the portal vein by 
monitoring the relative dispositions of the needle and marker catheter in the 
manner discussed above while the needle is advanced through the liver 

25 tissue. One the needle has penetrated to the portal vein, the remainder of the 
procedure is performed in the conventional manner. In a further 
embodiment of the invention, the position of a needle with a position sensor 
thereon is monitored and the position information is registered with a 
previously-acquired image of the patient such as a CT image made using an 
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intravenous contrast medium. As described in the aforementioned U.S. 
Patent 5,558,091, such registration can be achieved by means of fiducial 
markers imaged along with the patient. As the needle is advanced through 
the liver tissue, a representation of the needle tip is superposed on the 
5 displayed image, thereby allowing the physician to guide the needle from the 
hepatic vein toward the portal vein or vice-versa. In any of the above- 
described procedures for tunneling through the liver tissue, passage of the 
needle can be facilitated by destroying the intervening tissue using a laser or 
by instilling microbubbles into the tissue ahead of the needle and applying 
10 focused ultrasound to destroy the tissue. Where these techniques are 
employed, the needle may be replaced by a flexible device such as a 
catheter. 

As shown in Figure 17, numerous site probes 1028a-1028c 
with field transducers thereon can be disposed at distant locations within the 

15 body of the patient to guide one or more instrument probes, also equipped 
with field transducers, 1030 to any of these locations. The numerous probes 
can also be employed in conjunction with additional field transducers 
disposed outside of the body, such as reference field transducers 1032 
disposed in a fixed frame of reference. In one arrangement, reference field 

20 transducers 1032 act as signal transmitters, whereas the field transducers on 
all probes 1028 and 1030 act as receivers. In other arrangements, the field 
transducers act as transmitters. Various multiplexing and signal separation 
arrangements can be used to avoid interference between the field transducers 
associated with the multiple probes. For example, field transducers 

25 associated with each of the site probes 1028 may be low-powered 
transmitting devices such as the re-radiating devices discussed above with 
reference to Figs 9 and 9 A, and the field transducer of the instrument probes 
1030 may be relatively insensitive receivers, or vice- versa, so that each 
instrument probe will interact with the closest site probe but will not interact 
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with other site probes. Frequency-division multiplexing, code diversity 
multiplexing and time division multiplexing, as well as combinations of 
these multiplexing schemes may be employed. For example, the various 
reference field transducers 1032 may transmit at different frequencies, 
5 whereas each of the field transducers 1028a, 1028b and 1028c of the site 
probes may transmit at other frequencies, these frequencies being different 
from one another. Alternatively or additionally, the various field 
transducers used in a single procedure may use different types of fields. 
Thus, the field transducers associated with some of the probes may be 

10 transmit or receive optical or acoustic fields, whereas others may transmit or 
receive magnetic or electromagnetic fields. In the embodiment of Fig. 17, 
and in the other embodiments discussed above, the same field transducer of 
the instrument probe 1030 may be used both to establish disposition relative 
to site probes 1028 and to establish position in the frame of reference of 

15 reference transducers 1032 as, for example, for use in displaying position of 
the instrument probe superposed on an image of the patient. 

As also illustrated in Fig. 17, cardiac pacemaker lead 1040 is 
provided with a field transducer 1042 adjacent the distal tip of the lead. The 
cardiac pacemaker lead is implanted for long-term use in the conventional 

20 manner. Desirably, transducer 1042 is arranged so that it can operate 
without a lead-supplied power source. For example, transducer 1042 may be 
a permanent magnet or reradiating field transducer as discussed above. 
Thus, even if lead 1040 breaks, an instrument probe may be brought into 
proximity with the distal end and used to remove the distal end. The same 

25 techniques can be used to mark other implanted devices such as orthopedic 
implants, and tools which are not deliberately implanted but which may be 
accidentally lost during surgery. 

A preferred screen display for indicating the relative 
dispositions of probes is depicted in Fig. 18. This may be used in place of 



WO 97/29709 PCT/US97/02335 

-36- 

the arrow 306 discussed above with reference to Fig. 5. A display device 
such as a computer screen 1100 shows a representation 1102 of a site probe 
disposed within the patient and a representation 1104 of an instrument probe 
being guided toward the patient. Optionally, both of these representations 
5 are displayed against a background of grid lines 1106 representing Cartesian 
(x-y-z) coordinates of a reference coordinate system such as the coordinate 
system of the external field transducers. Thus, the site probe representation 
1102 may be in the form of a sphere or other arbitrary shape. Instrument 
probe representation 1104 includes a sighting aperture 1108 in the form of 

10 a circle or other closed or semi-closed geometric figure, as well as crossing 
lines 1110 and 1112 representing directions perpendicular to the a 
preselected axis of the instrument probe, preferably the long axis of the 
probe at the tip of the probe. The directions of lines 1110 and 1112 may 
correspond to the pitch and yaw axes 239 and 241 (Fig. 4) of the instrument 

15 probe. These directions are fixed with respect to the instrument probe distal 
tip, so that when the instrument probe rolls around its long axis, the 
directions of lines 1110 and 1112 move in the same manner. One end 1 1 12a 
of line 1112 has a different appearance from the other lines so that the user 
can track the roll orientation of the instrument probe tip visually. Pitch and 

20 yaw movements of the instrument probe distal tip, around axes 239 and 241, 
(Fig. 4) are shown by movement of the coordinate system and site probe 
representation relative to the screen and relative to the instrument probe 
representation 1104. Thus, the view of grid lines 1106 representing the 
coordinate system, as well as the view of site probe representation 1102 

25 which is displayed on the screen is a projection in a plane perpendicular to 
the long axis of the instrument probe at the tip of the probe. By moving 
and/or bending the instrument probe so that the site probe representation is 
aligned with the instrument probe representation, as by centering sphere 
1102 in circle 1108 of instrument probe representation 1104, the physician 
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can point the instrument probe long axis or roll axis 237 (Fig. 4) directly at 
the site probe. Advancement of the instrument probe in this condition will 
bring the instrument probe directly towards the site probe. The physician 
can use the displayed information to navigate the instrument probe to one 

5 side of the site probe. 

Distance between the tip of the instrument probe and the site 
probe is represented by the size of the site probe representation 1102 
relative to the instrument probe representation 1104. Preferably, the 
instrument probe representation has a fixed size, whereas the site probe 

10 representation grows as the distance decreases and shrinks as the distance 
decreases. In a particularly preferred arrangement, the site probe 
representation completely fills circle 1108 when the tip is at the site probe. 
Other representations of distance, such as alphanumeric display 1114 and 
bar graph 1116 are also provided. As these and other variations and 

15 combinations of the features described above can be utilized without 
departing from the present invention, the foregoing description of the 
preferred embodiments should be taken by way of illustration rather than by 
way of limitation of the invention as defined by the claims. 
CROSS REFERENCE TO RELATED APPLICATIONS: 

20 The present application claims benefit and priority of the following five 
applications, and the disclosures of all of such applications are incorporated 
by reference herein: 

United States 60/012,275, filed February 26, 1996 
United States 60/011,721, filed February 15, 1996 
25 United States 60/031,824, filed November 26, 1996, 

Israel 119,262, filed September 17, 1996 
Israel 119,137, filed August 26, 1996 

The following PCT applications, each of which names Biosense, Inc as an 

applicant are also incorporated by reference herein: 
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Catheter Based Surgery filed on or about February 14,1997 in the Israeli 
Receiving Office; Intrabody Energy Focusing filed on or about February 14, 
1997 in the Israeli Receiving Office; Locatable Biopsy Needle, filed on or 
about February 14, 1997 in the Israeli Receiving Office; Catheter 
5 Calibration and Usage Monitoring filed on or about February 14, 1997 in 
the Israeli Receiving Office; Precise Position Determination of Endoscopes 
filed on or about February 14, 1997 in the Israeli Receiving Office; Medical 
Probes with Field Transducers filed February 14, 1997 in the United States 
Receiving Office; Catheter with Lumen filed February 14, 1997 in the 

10 United States Receiving Office; Movable Transmit or Receive Coils for 
Location System filed February 14, 1997 in the United States Receiving 
Office; and Independently Positionable Transducers for Location System 
filed February 14, 1997 in the United States Receiving Office. The PCT 
application entitled, Multi-Element Energy Focusing, filed February 14, 

15 1996 in the Israeli Receiving Office and naming Victor Spivak as applicant 
is also incorporated by reference herein. 
INDUSTRIAL APPLICABILITY 

The invention can be used in medical and related procedures. 
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CLAIMS: 

1 . A method of guiding a probe in the body of a patient comprising the 
5 steps of: 

(a) providing a site probe at a site within the body of a patient 
and providing a instrument probe to be guided within the body of the 
patient; 

(b) transmitting one or more non-ionizing fields to or from 
10 each of said probes and detecting each such transmitted field; and 

(c) determining the relative disposition of said instrument 
probe and said site probe from the properties of said detected fields; and 

(d) directing said instrument probe toward said site probe 
based on relative disposition. 

15 

2. A method as claimed in claim 1 wherein said directing step includes 
the step of pointing said instrument probe toward said site probe. 

3. A method as claimed in claim 1 wherein said directing step includes 
20 the step of moving said instrument probe toward said site probe. 

4. A method as claimed in claim 1 wherein said step of determining 
relative disposition includes the steps of determining a position of each said 
probe in a common frame of reference based upon the properties of said 

25 detected fields and determining said spatial relationship based upon the so- 
determined positions. 

5. A method as claimed in claim 1 further comprising the step of 
providing one or more external elements defining a external frame of 
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reference, said step of transmitting said fields to or from said probes 
including the step of transmitting said fields between said probes and said 
external elements so that at least one property of each such detected field 
depends upon the dispositions of said probes relative to said one or more 
5 external elements. 

6. A method as claimed in claim 5 wherein said transmitting step 
includes the step of generating magnetic fields at said external elements and 
said detecting step includes the step of detecting said magnetic fields at said 

10 probes. 

7. A method as claimed in claim 5 wherein said determining step 
includes the steps of calculating the position of each said probe in said 
external frame of reference and calculating a distance and direction between 

15 said instrument and said site from said positions. 

8. A method of guiding a probe in a medical patient comprising the 
steps of: 

(a) providing a site probe at a site within the body of a patient 
20 and providing a instrument probe to be guided within the body of the 

patient; 

(b) transmitting one or more non-ionizing fields to or from 
each of said probes and detecting each such transmitted field; 

(c) determining the relative disposition of said site probe and 
25 said instrument probe from the properties of said detected fields; 

(d) providing an indication of said spatial relationship; and 

(e) moving said instrument probe within the body of the patient 
toward said site in response to said indication. 
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9. A method as claimed in claim 8 wherein said step of providing an 
indication includes the step of providing said indication in human- 
perceptible form and said moving step includes the step of manually 
controlling movement of the instrument probe within the body in response to 

5 said indication. 

10. A method as claimed in claim 8 wherein said step of providing said 
indication includes the step of providing said indication in the form of one 
or more audible signals. 

10 

11. A method as claimed in claim 8 wherein said moving step includes 
the step of automatically controlling movement of the instrument within the 
body in response to said indication. 

15 12. A method as claimed in claim 8 wherein said step of providing said 
probes includes the step of imaging the patient's body and placing said site 
probe at said site using the data in said image. 

13. A method as claimed in claim 12 wherein said placing step is 
20 conducted during the imaging step and said imaging step is performed so 

that said site probe is included in said image. 

14. A method as claimed in claim 13 wherein said site is a site adjacent a 
lesion, said imaging step being performed so that said lesion is included in 

25 the image, the method further including the step of treating the lesion using 
said instrument probe after said moving step, whereby the instrument is 
guided to the lesion during said moving step. 
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15. A method as claimed in claim 14 wherein said site is a site in a soft 
tissue. 

16. A method as claimed in claim 15 wherein said site is a site in a lung, 
5 said imaging and placing steps being conducted while the lung is inflated, 

said moving step being conducted while the lung is deflated. 

17. A method as claimed in claim 8 wherein said step of determining 
relative disposition includes the step of determining distance between said 

10 instrument and said site. 

18. A method as claimed in claim 17 wherein said step of determining 
relative disposition includes the step of determining only said distance, 
without determining direction from said instrument to said site. 

15 

19 . A method as claimed in claim 8 or claim 18 wherein said step of 
determining relative disposition includes the step of determining direction 
from said instrument to said site. 

20 20. A method as claimed in claim 8 wherein said transmitting, detecting 
and determining steps and said step of providing said perceptible indication 
are performed during said moving step so as to alter said perceptible 
indication in real time as the instrument moves. 

25 21. A method as claimed in claim 1 or claim 8 further comprising the 
steps of placing a reference probe in or on the body of the patient, said 
transmitting and detecting steps including the steps of transmitting one or 
more fields to or from said reference probe, and detecting such fields so that 
at least one property of the detected fields depends upon a disposition of said 
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reference probe, the method further comprising the step of and determining 
a relative disposition of said reference probe and said site probe based upon 
one or more properties of detected fields. 

5 22. A method as claimed in claim 21 wherein said steps of placing said 
site probe and said reference probe include the step of placing said reference 
probe adjacent said site probe. 

23. A method as claimed in claim 22 wherein both said site probe and 
10 said reference probe are placed on or adjacent to a lesion. 

24. A method as claimed in claim 21 further comprising the step of 
providing a warning signal in response to a change in said spatial 
relationship between said site probe and said reference probe. 

15 

25. A method as claimed in claim 21 further comprising the step of 
determining a relative disposition of said site probe and said reference 
probe by imaging the patient and providing a warning signal if the spatial 
relationship determined based upon said detected fields is different than the 

20 spatial relationship determined in said imaging step. 

26. A site marking probe for marking a site within the body of a medical 
patient comprising: 

(a) an site probe body including a sensor adapted to detect one 
25 or more non-ionizing fields and provide one or more sensor signals 
representing one or more properties of the detected fields so that disposition 
of said site marking probe within the body of the patient can be determined 
from said sensor signals; 
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(b) an anchor adapted to fasten the active device to tissue 
within the body of the patient; and 

(c) signal transmission means for transmitting said sensor 
signals from within the body of the patient to outside of the body of the 

5 patient. 



27. A site marking probe for marking a site within the body of a medical 
patient comprising: 

(a) an site probe body including an antenna adapted to transmit 
10 one or more non-ionizing fields in response to one or more drive signals so 

that disposition of said site marking probe within the body of the patient can 
be determined by detection of said one or more non-ionizing fields; 

(b) an anchor adapted to fasten the site probe body to tissue 
within the body of the patient; and 

15 (c) signal transmission means for transmitting said drive 

signals from outside the body of the patient to said antenna when the antenna 
is disposed within the body of the patient. 



28. A probe as claimed in claim 26 or claim 27 wherein said anchor 
20 includes a screw having threads adapted to engage tissue, said screw being 

physically connected to said site probe body. 

29. A probe as claimed in claim 26 or claim 27 wherein said anchor 
includes a pincer adapted to engage tissue, said pincer being physically 

25 connected to said site probe body . 



30. An assembly including a probe as claimed in claim 26 or claim 27 
or claim 28 or claim 29 and an elongated probe having distal and proximal 
ends, said site probe body and said anchor being releasably mounted 
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adjacent said distal end of said elongated probe so that said site probe body 
and said anchor can be advanced within the body of the patient while the 
proximal end of the catheter remains outside of the body. 

5 31. An assembly as claimed in claim 30 wherein said signal transmission 
means includes one or more leads extending from said sensor towards the 
proximal end of the catheter, said catheter having an interior bore extending 
between said proximal and distal ends, said leads being disposed in said 
interior bore so that said catheter can be withdrawn leaving said leads in 
10 position after said sensor has been fastened to the tissue by said anchor. 

32. A probe as claimed in claim 26 or claim 27 wherein said site probe 
body has a smallest dimension less than about 3mm. . 

15 33. A probe as claimed in claim 26 wherein said sensor includes a 
plurality of magnetically-sensitive solid state transducers sensitive to field 
components in different directions. 

34. A probe as claimed in claim 26 or claim 27 wherein said sensor or 
20 antenna includes a plurality of coils having axes oriented in different 

directions. 

35. Apparatus for guiding an instrument to a site within a patient 
comprising a site probe as claimed in claim 26 or claim 27; and an 

25 instrument probe adapted for insertion within the body, said instrument 
probe having a field transducer adapted to send or receive magnetic or 
electromagnetic fields, a plurality of external magnetic field transducers 
mounted at preselected locations relative to one another and defining an 
external reference frame, drive means for actuating said external 
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transducers, said site probe and said instrument probe to transmit one or 
more magnetic or electromagnetic fields therebetween and to detect each 
such transmitted field so that one or more properties of each such detected 
field depend upon the spatial disposition of one of said probes in said 
5 external reference frame. 

36. A method of coordinating two probes, comprising: 

(a) providing a first and second probe, each of which has a field 
transducer mounted thereon; 

(b) performing a medical procedure at a location using the first 

probe; 

(c) determining the relative dispositions of the probes by 
transmitting one or more non-ionizing fields to or from said field transducers on 
said probes; and 

(d) performing a medical procedure using the second probe, 
wherein the localization of the medical procedure performed by the second 
probe is based on the determined relative dispositions. 

37. A method according to claim 36, wherein the second probe is an 
20 ultrasonic imaging probe and comprising orienting the second probe to view the 

location using the determined relative dispositions. 

38. A method according to claim 36 or claim 37, comprising providing at 
least a third probe which assists the first probe in the medical procedure. 

25 

39. A method of coordinating two probes, comprising: 

(a) providing a first and second probe, each of which has a field 
transducer mounted thereon; 



10 



15 
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(b) performing a first medical procedure at a first location using 
the first probe; 

(c) performing a second medical procedure at a second location 
using the second probe; 

5 (d) determining the relative positions of the probes by transmitting 

one or more non-ionizing fields to or from said field transducers on said probes; 
and 

(e) coordinating the two medical procedures using the determined 
relative positions. 

10 

40. A method according to claim 39, comprising performing at least a third 
medical procedure at a third location using at least a third probe, wherein the 
third medical procedure is coordinated with the two medical procedures. 

15 41. A method according to any of claims 36-39, wherein the relative 
dispositions include relative orientations. 

42. A method according to any of claims 36, 38, 39 and 40, wherein the 
second probe is an ultrasonic imaging probe. 

20 

43. A method according to any of claims 36,38,39 and 40, wherein the 
medical procedure performed using said first probe forms debris and said 
second probe is a vacuuming probe which removes said debris. 

25 44. A method according to any of claims 36,38,39 and 40, wherein the 
second probe is a microbubble injecting probe. 



45. A method according to any of claims 36,38,39 and 40, wherein said step 
of determining the relative dispositions of the probes comprises: 
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(a) determining the position of the first probe using non-ionizing 

radiation; 

(b) determining the position of the second probe using non- 
ionizing radiation; and 

5 (c) subtracting the two positions. 

46. A method of displaying the relative positions of an instrument having an 
and a site within the body of a living subject for directing the instrument toward 
the site comprising the steps of: 

10 (a) providing an arbitrary representation of the instrument on a 

planar display; 

(b) providing a projection of space in a plane perpendicular to an 
axis of the probe on said display, said projection of space including an arbitrary 
representation of the site, said projection being selected so that said 

15 representation of said site is aligned with said representation of the instrument 
when said axis of said probe is aligned with said site; and 

(c) altering the relative sizes of said site representation relative to 
said instrument representation as distance between said instrument and said site 
change. 

20 

47. A method as claimed in claim 46 wherein said altering step is conducted so 
that the size of the site representation increases as said distance decreases. 

48. A method as claimed in claim 46 wherein said projection of space includes 
25 representations of a fixed coordinate system, whereby said fixed coordinate 

representations will move on said display as orientation of said axis of said 
instrument changes. 
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49. A method of performing a liver bypass including the steps of guiding an 
instrument probe from a starting location in or near the hepatic vein or the 
portal vein to an ending location in or near the opposite one of these veins, 
while transmitting non-ionizing fields transmitted to or from a field 

5 transducer on the instrument probe and determining disposition of the 
instrument probe based on properties of the transmitted fields said guiding 
step being performed at least in part on the basis the determined disposition. 

50. A method of treating an a abnormality of a blood vessel comprising the 
10 steps of inserting a blocking device through said blood vessel to a first 

location upstream from the abnormality; blocking the blood vessel at such 
first location; inserting an instrument probe through tissue surrounding the 
blood vessel and through the wall of the blood vessel downstream from said 
blocking device, and administering treatment through said instrument probe, 
15 said instrument probe being guided to the blood vessel by transmitting non- 
ionizing fields to or from a field transducer on the instrument probe and 
determining disposition of the instrument probe based on properties of the 
transmitted fields. 



WO 97/29709 



PCTYUS97/02335 



1/13 




SUBSTITUTE SHEET (RULE 26) 



WO 97/29709 



3/13 



PCT/US97/02335 




WO 97/29709 



PCT/US97/02335 



4/13 




WO 97/29709 



5/13 



PCT/US97/02335 




SUBSTITUTE SHEET (RULE 26) 



WO 97/29709 



6/13 



PCT/US97/02335 




SUBSTITUTE SHEET (RULE 26) 



WO 97/29709 



7/ 13 



PCT/US97/02335 




SUBSTITUTE SHEET (RULE 26) 



WO 97/29709 



8/13 



PCT7US97/02335 




SUBSTITUTE SHEET (RULE 26) 



WO 97/29709 



9/13 



PCT7US97/02335 




FIG. 14 



SUBSTITUTE SHEET (RULE 26) 



WO 97/29709 



PCT/US97/02335 



10/13 




SUBSTITUTE SHEET (RULE 26) 



WO 97/29709 



11/13 



PCT/US97/02335 




WO 97/29709 



12/13 



PCT/US97/02335 




SUBSTITUTE SHEET (RULE 26) 



WO 97/29709 



13/13 



PCT/US97/02335 




SUBSTITUTE SHEET (RULE 26) 



INTERNATIONAL SEARCH REPORT 



International application No. 
PCT/US97/02335 



A. CLASSIFICATION OF SUBJECT MATTER 

IPC(6) :A61B 19/00 

US CL : 128/630, 653.1, 898, 899; 606/158 
According to International Patent Classification (IPC) or to both national classification and IPC 

B» FIELDS SEARCHED 

Minimum documentation searched (classification system followed by classification symbols) 
U.S. : 128/630,653.1,665, 897-899; 606/158 

Documentation searched other than minimum documentation to the extent that such documents are included in the fields searched 



Electronic data base consulted during the international search (name of data base and, where practicable, search terms used) 



DOCUMENTS CONSIDERED TO BE RELEVANT 



Category* 



Citation of document, with indication, where appropriate, of the relevant passages 



Relevant to claim No. 



US 5,423,321 A (FONTENOT) 13 June 1995, entire 
document. 



1-4, 8-24, 36, 
39, 41, 44, 45, 
49, 50 



[ | Further documents are listed in the continuation of Box C. | | See patent family annex. 



"A" 

•E" 
•L" 

•cr 
■p" 



Special categories of cited documents: 

docnert defining die g ami Me of die art which is note 
to be of particular relevance 

earlier document published on or after the mternatiooal filing date 

document which may throw doubto on priority claim(a) or which it 
cited to establish the publication dale of another ens ' 
■son (ss specified) 



later document pub Ikhed after the international filing date or priority 
date and not in conflict with the application but cited to understand the 
principle or theory underlying the invention 

document of particular relevance; the claimed invention cannot be 
considered novel or cannot be considered to involve an inventive utep 
when the document is taken alone 



t oral disclosure, use. exhibition or other 
document published prior to the int er n at ional filing date but later than 



t of particular relevance; the claimed invention cannot be 
to involve an inventive step when the document is 
> or more other such documents, such combination 
being obvious to a person skilled in the art 



of the 



patent family 



Date of the actual completion of the international search 
14 MAY 1997 


Date of mailing of the international search report 

/] 09 JUN 1997 


Name and mailing address of the ISA/US 
Commiiaioxier of Patents and Trademarks 
Box PCT 

Washington, D.C. 20231 \^ I 
Facsimile No. (703) 305-3230 7^ 


y RUTH S. SMITH 
Telephone No. (703) 308-3063 



Form PCT/lSAmO (second sheet)(July 1992)* 



INTERNATIONAL SEARCH REPORT 



International application No. 
PCT/US97/02335 



Box I Observations where certain claims were found unsearchable (Continuation of Hem 1 of first sheet) 



This international report has not been established in respect of certain claims under Article 17(2)(a) for the following reasons: 

1. J~j Claims Nos.: 

because they relate to subject matter not required to be searched by this Authority, namely: 



2 * I I CUima No, * : 

— because they relate to parts of the international application that do not comply with the prescribed requirements to such 
an extent that no meaningful international search can be carried out, specifically: 



3. [x] Claims Nos.: 30,31 

they are dependent claims and are not drafted in accordance with the second and third sentences of Rule 6.4(a). 



Box II Observations where unity of invention » lacking (Continuation of item 2 of first sheet) 



This International Searching Authority found multiple inventions in this international application, as follows: 



t. 



[^Hj aU re< l uirc<1 additional search fees were timely paid by the applicant, this international search report covers all searchable 



claims 



2. 1 1 As ail searchable claims could be searched without effort justifying an additional fee, this Authority did not invite payment 
of any additional fee. 

3 * As only some of the required additional search fees were timely paid by the applicant, this international search report covers 

only those claims for which fees were paid, specifically claims Nos.: 



4. j ] No required additional search fees were timely paid by the applicant. Consequently, this international search report is 
restricted to the invention first mentioned in the claims; it is covered by claims Nos.: 



Remark on Protest | j The additional search fees were accompanied by the applicant's protest. 

| No protest accompanied the payment of additional search fees. 



Form PCT/ISA/210 (continuation of first shect(l))(July 1992)* 



WORLD INTELLECTUAL PROPERTY ORGANIZATION 
Internationa] Bureau 




PCT 

INTERNATIONAL APPLICATION PUBLISHED UNDER THE PATENT COOPERATION TREATY (PCT) 



(51) International Patent Classification 6 : 




(11) International Publication Number: 


WO 97/29709 


A61B 19/00 


Al 








(43) International Publication Date: 


21 August 1997 (21.08.97) 



(21) International Application Number: PCT/US97/02335 

(22) International Filing Date: 14 February 1997 (14.02.97) 



(30) Priority Data: 

60/011,721 

60/012,275 

119,137 

119,262 

60/031,824 



15 February 1996 (15.02.96) US 

26 February 1996 (26.02.96) US 

26 August 1996 (26.08.96) IL 

17 September 1996 (17.09.96) IL 

26 November 1996 (26.11.96) US 



(71) Applicant (for all designated States except US): BIOSENSE, 

INC. [US/US]; 220 Belle Meade Road, Setauket, NY 11733 
(US). 

(72) Inventors; and 

(75) Inventors/Applicants (for US only): ACKER, David, E. 
[US/US]; 27 Tavern Way, Setauket, NY 11733 (US). 
GOVARI, Assaf [DL/ILJ; 21 Tziper Street, 26272 Kiryat 
Haim (IL). FENSTER, Maier [EVIL]; 61 Brande Street, 
49600 Petach Tikva (IL). SHAPIRO, Avishai [US/US]; 1 1 
Setalcott Place N., Setauket, NY 1 1733 (US). 

(74) Agents: MILLET, Marcus, J. et al.; Lerner, David, Littenberg, 
Krumholz & Mentlik, 600 South Avenue West, Westfield, 
NJ 07090 (US). 



(81) Designated States: AL, AM, AT, AU, AZ, BA, BB, BG, BR, 
BY, CA, CH, CN, CU, CZ, DE, DK, EE, ES, FI, GB, GE, 
HU, IL, IS, JP, KE, KG, KP, KR, KZ, LC, LK, LR, LS, 
LT, LU, LV, MD, MG, MK, MN, MW, MX, NO, NZ, PL, 
PT, RO, RU, SD, SE, SG, SI, SK, TJ, TM, TR, TT, UA, 
UG, US, UZ, VN, YU, ARIPO patent (KE, LS, MW, SD, 
SZ, UG), Eurasian patent (AM, AZ, BY, KG, KZ, MD, RU, 
TJ, TM), European patent (AT, BE, CH, DE, DK, ES, FI, 
FR, GB, GR, IE, IT, LU, MC, NL, PT, SE), OAPI patent 
(BF, BJ, CF, CG, CI, CM, GA, GN, ML, MR, NE, SN, TD, 
TG). 



Published 

With international search report. 
With amended claims and statement 

Date of publication of the amended claims and statement: 

18 September 1997 (18.09.97) 



(54) Title: MEDICAL PROCEDURES AND APPARATUS USING INTRABODY PROBES 




A medical probe such as a catheter (20) is guided within the body of a patient by determining the relative positions of the probe 
relative to another probe, as by transmitting non-ionizing radiation to or from field transducers (30, 230) mounted on both probes. In one 
embodiment, a site probe (28) is secured to a lesion within the body, and an instrument probe (200) for treating the lesion may be guided to 
the lesion by monitoring relative positions of the probes. Two or more probes may be coordinated with one another to perform a medical 
procedure. 



FOR THE PURPOSES OF INFORMATION ONLY 



Codes used to identify States party to the PCT on the front pages of pamphlets publishing international 
applications under the PCT. 



AM 


Armenia 


GB 


United Kingdom 


MW 


Malawi 


AT 


Austria 


GE 


Georgia 


MX 


Mexico 


AU 


Australia 


GN 


Guinea 


NE 


Niger 


BB 


Barbados 


GR 


Greece 


NL 


Netherlands 


BE 


Belgium 


HU 


Hungary 


NO 


Norway 


BF 


Burkina Faso 


IE 


Ireland 


NZ 


New Zealand 


BG 


Bulgaria 


IT 


Italy 


PL 


Poland 


BJ 


Benin 


JP 


Japan 


PT 


Portugal 


BR 


Brazil 


KE 


Kenya 


RO 


Romania 


BY 


Belarus 


KG 


Kyrgystan 


RU 


Russian Federation 


CA 


Canada 


KP 


Democratic People's Republic 


SD 


Sudan 


CF 


Central African Republic 




of Korea 


SE 


Sweden 


CG 


Congo 


KR 


Republic of Korea 


SG 


Singapore 


CH 


Switzerland 


KZ 


Kazakhstan 


SI 


Slovenia 


CI 


C6te d'lvoire 


U 


Liechtenstein 


SK 


Slovakia 


CM 


Cameroon 


LK 


Sri Lanka 


SN 


Senegal 


CN 


China 


LR 


Liberia 


sz 


Swaziland 


CS 


Czechoslovakia 


LT 


Lithuania 


TD 


Chad 


CZ 


Czech Republic 


LU 


Luxembourg 


TG 


Togo 


DE 


Germany 


LV 


Latvia 


TJ 


Tajikistan 


DK 


Denmark 


MC 


Monaco 


TT 


Trinidad and Tobago 


EE 


Estonia 


MD 


Republic of Moldova 


UA 


Ukraine 


ES 


Spain 


MG 


Madagascar 


UG 


Uganda 


FI 


Finland 


ML 


Mali 


US 


United States of America 


FR 


France 


MN 


Mongolia 


uz 


Uzbekistan 


GA 


Gabon 


MR 


Mauritania 


VN 


Viet Nam 



WO 97/29709 



PCT/US97/02335 



-50- 

AMENDED CLAIMS 

[received by the International Bureau on 8 August 1997 (08.08.97); 
original claims 1-50 replaced by amended claims 1-51(12 pages)] 

1. A method of guiding a probe in die body of a patient comprising the 
steps of: 

(a) providing a site probe at a site within the body of a patient 
5 and providing a instrument probe to be guided within the body of the 

patient; 

(b) transmitting one or more non-ionizing fields to or from 
each of said probes and detecting each such transmitted field; and 

(c) determining the relative disposition of said instrument 
10 probe and said site probe by determining a position of each said probe in a 

common frame of reference based upon the properties of said detec ted fie lds 
and determining said relative disposition based upon the 10-determined 
positions; and 

(d) directing said instrument probe toward said site probe 
IS based on relative disposition. 

2. A method of guiding a probe in the body of a patient comprising the 
steps of: 

(a) providing a site probe at a site within the body of a patient 
20 and providing a instrument probe to be guided within the body of the 

patient; 

(b) transmitting one or more non-ionizing fields to or from 
each of said probes and detecting each such transmitted field; and 

(c) determining the direction from said instrument probe to 
25 said site probe from the properties of said detected fields; and 

(d) directing said instrument probe toward said site probe 
based on relative disposition. 
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3 A method of guiding a probe in the body of t patient comprising the 
steps of: 

(a) providing a site probe at a site within the body of a patient 
and providing a instrument probe to be guided within the body of the 
patient; 

(b) transmitting one or moxe magnetic fields to or from each of 
said probes and detecting each such transmitted field; and 

(c) determining the relative disposition of said instrument 
probe and said site probe from the properties of said detected fields; and 

(d) directing said instrument probe toward said site probe 
based on said relative disposition. 



4. A method as claimed in claim 1 or claim 2 wherein said directing 
step includes the step of pointing said instrument probe toward said site 

IS probe. 

5. A method as claimed in any of claims 1-3 wherein said directing step 
includes the step of moving said instrument probe toward said site probe. 



20 6. A method as claimed in any of claims 1-3 further comprising the step 
of providing one or more elements external to the body of the patient 
defining said frame of reference, said step of transmitting said fields to or 
from said probes including the step of transmitting said fields between said 
probes and said external elements so that at least one property of each such 

25 detected field depends upon the dispositions of said probes relative to said 
one or more external elements. 
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7. A method as claimed in claim 5 wherein said transmitting step 
includes the step of generating magnetic fields at said external elements and 
said detecting step includes the step of detecting said magnetic fields at said 
probes. 

5 

8. A method as claimed in claim 5 wherein said determining step 
includes the steps of calculating me position of each said probe in said frame 
of reference and calculating a distance and direction between said instrument 
and said site from said positions. 

10 

9. A method of guiding a probe in a medical patient comprising the 
steps of: 

(a) providing a site probe at a site within the body of a patient 
and providing a instrument probe to be guided within the body of the 
15 patient; 

(Jo) transmitting one or more magnetic fields to or from each 
of said probes and detecting each such transmitted field; 

(c) determining the relative disposition of said site probe and 
said instrument probe from the properties of said detected fields; 
20 (d) providing an indication of said relative disposition ; and 

(e) moving said instrument probe within the body of the patient 
toward said site in response to said indication. 

10. A method as claimed in claim 9 wherein said step of providing an 
25 indication includes the step of providing said indication in human- 
perceptible form and said moving step includes the step of manually 
controlling movement of the instrument probe within the body in response to 
said indication. 
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H a method as claimed in claim 9 wherein said step of providing said 
i^tion includes the step (rfprov^ 
or more audible signals. 

12 A method as claimed in claim 9 wherein said moving step includes 
the step of automatically controlling movement of the instrument within the 
body in response to said indication. 

13 A method as claimed in claim 9 wherein said step of providing said 
probes includes the .tcp of imaging the patient's body and placing said site 
probe at said site using the data in said image. 

14. A method as claimed in claim 13 wherein said placing step is 
conducted during the imaging step and said imaging step is performed so 

15 that said site probe is included in said image. 

15. A method as claimed in claim 14 wherein said site is a site adjacent a 
lesion, said imaging step being performed so that said lesion is included in 
the image, the method further including the step of treating the lesion using 
.aid instrument probe after said moving step, whereby the instrument is 
guided to the lesion during said moving step. 

16. A method as claimed in claim 15 wherein said site is a site in a soft 
tissue. 

17. A method as claimed in claim 16 wherein .aid site is a site in a lung, 
said imaging and placing steps being conducted while the lung is inflated, 
said moving step being conducted while the lung is deflated. 
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18. A method as claimed in claim 9 wherein said atep of determining 
relative disposition includes the step of determining distance between said 
instrument and said site. 

5 19. A method as claimed in claim 18 wherein said step of determining 
relative disposition includes the step of determining only said distance, 
without determining direction from said instrument to said site. 

20 . A method as claimed in claim 9 or claim 19 wherein said step of 
10 determining relative disposition includes the step of determining direction 

from said instrument to said site. 

21. A method as claimed in claim 9 wherein said transmitting, detecting 
and determining steps and said step of providing said perceptible indication 

15 are performed during said moving step so as to alter said perceptible 
indication in real time as the instrument moves. 

22. A method as claimed in claim 1 or claim 2 or claim 3 or claim 9 
further comprising the steps of placing a reference probe in or on the body 

20 of the patient, said transmitting and detecting steps including the steps of 
transmitting one or more fields to or from said reference probe, and 
detecting such fields so that at least one property of the detected fields 
depends upon a disposition of said reference probe, the method further 
comprising the step of determining a relative disposition of said reference 

25 probe and said site probe based upon one or more properties of detected 
fields. 
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23. A method as claimed in claim 22 wherein taid steps of placing said 
site probe and taid reference probe include the ttep of placing taid reference 
probe adjacent taid tite probe. 

5 24. A method at claimed in claim 23 wherein both taid tite probe and 
taid reference probe are placed on or adjacent to a lesion. 

25. A method at claimed in claim 22 further comprising the ttep of 
providing a warning signal in response to a change in taid spatial 

10 relationship between taid site probe and said reference probe. 

26. A method as claimed in claim 22 further comprising the step of 
determining a relative disposition of taid site probe and said reference 
probe by imaging the patient and providing a warning signal if the spatial 

15 relationship detennined based upon said detected fields is different than the 
spatial relationship determined in said imaging step. 

27. A site marking probe for marking a site within the body of a medical 
patient comprising: 

2 0 (a) an site probe body including a sensor adapted to detect one 

or more non-ionizing fields and provide one or more tensor signals 

representing one or more properties of the detected fields so that disposition 

of said site marking probe within the body of the patient can be determined 

from said sensor signals; 
25 (b) an anchor adapted to fasten the active device to tissue 

within the body of the patient; and 

(c) signal transmission means for transmitting said sensor 
signals from within the body of the patient to outside of the body of the 
patient. 
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28. A site marking probe for marking a site within the body of a medical 
patient comprising: 

(a) an site probe body including an antenna adapted to transmit 
5 one or more nonionizing fields in response to one or more drive signals so 

that disposition of said site marking probe within the body of the patient can 
be determined by detection of said one or more non-ionizing fields; 

(b) an anchor adapted to fasten the site probe body to tissue 
within the body of the patient; and 

10 (c) signal transmission means for transmitting said drive 

signals from outside the body of the patient to said antenna when the antenna 
is disposed within the body of the patient. 

29. A probe as claimed in claim 27 or claim 28 wherein said anchor 
15 includes a screw having threads adapted to engage tissue, said screw being 

physically connected to said site probe body. 

30. A probe as claimed in claim 27 or claim 28 wherein said anchor 
includes a pincer adapted to engage tissue, said pincer being physically 

20 connected to said site probe body. 

31. An assembly including a probe as claimed in claim 27 and an 
elongated probe having distal and proximal ends, said site probe body and 
said anchor being releasably mounted adjacent said distal end of said 

25 elongated probe so that said site probe body and said anchor can be 
advanced within the body of the patient while the proximal end of the 
catheter remains outside of the body. 
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32 An awembly as claimed in claim 3 1 wherein .aid signal tran.mi.aion 
^ include, one or more leads extending from .aid .ensor toward, the 
proximal end of the catheter, said catheter having an interior bore extending 
between said proximal and distal ends, said leads being disposed in said 
5 interior bore .o that said catheter can be withdrawn leaving said leads in 
position after said sensor has been fastened to the tissue by said anchor. 

33. A probe as claimed in claim 27 or claim 28 wherein said site probe 
body has a smallest dimension less than about 3mm. 



10 



34. A probe as claimed in claim 27 wherein said sensor includes a 
plurality of niagneticaily^asitrve solid state transducers sensitive to field 
components in different directions. 

15 35. A probe as claimed in claim 27 or claim 28 wherein said sensor or 
antenna includes a pluraUty of coil, having axe. oriented in different 
directions. 

36. Apparatu. for guiding an instrument to a site within a patient 
20 comprising a site probe as claimed in claim 27 or claim 28; and an 
instrument probe adapted for insertion within the body, .aid iiutrument 
probe having a field transducer adapted to send or receive magnetic or 
electromagnetic fields, a plurality of external magnetic field transducers 
mounted at preselected locations relative to one another and defining an 
25 external reference frame, drive means for actuating said external 
transducers, said site probe and said instrument probe to transmit one or 
more magnetic or electromagnetic fields therebetween and to detect each 
such transmitted field so that one or more properties of each such detected 
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ficld depend upon the spatial disposition of one of said probes in said 
external reference frame. 

37. A method of coordinating two probes, comprising: 

5 (a) providing a first and second probe, each of which has a field 

transducer mounted thereon; 

(b) performing a medical procedure at a location using the first 

probe; 

(c) determining the relative dispositions of the probes by 
10 transmitting one or more magnetic fields to or from said field transducers on 

said probes; and 

(d) performing a medical procedure using the second probe, 
wherein the localization of the medical procedure performed by the second 
probe is based on the determined relative dispositions. 

15 

38. A method according to claim 37, wherein the second probe is an 
ultrasonic imaging probe and comprising orienting the second probe to view the 
location using the determined relative dispositions. 

20 39. A method according to claim 37 or claim 38, comprising providing at 
least a third probe which assists the first probe in the medical procedure. 

40. A method of coordinating two probes, comprising: 

(a) providing a first and second probe, each of which has a field 
25 transducer mounted thereon; 

(b) performing a first medical procedure at a first location using 
the first probe; 

(c) performing a second medical procedure at a second location 
using the second probe; 
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(d) deterrniningthcrelati^ 

one or more lionizing field, to or from art fidd wnsducm on »id probe; 

and 

(e) coordinating the two medical procedure! using the determined 
5 relative petitions. 

41. A method according to daim 40, comprising performing at least a third 
roed ical procedure at t th^ 

thin, medical procedure is coo^ 

10 

42. A method according to any of claims 37-39, wherein the relative 
dispositions include relative orientations. 

43. A method according to any of claims 37, 39, 40 and 41, wherein the 
15 second probe is an ultrasonic imaging probe. 

44. A method according to any of claim. 37. 39, 40 and 41. wherein the 
medical procedure performed using said first probe form, debri. and said 
second probe is a vacuuming probe which removes said debris. 

20 

45. Am^me^***^*'**"** 1 '*"*** 
second probe is a microbubble injecting probe. 

46. A method according to any of claims 37, 39, 40 and 41, wherein said 
25 step of determining the relative dispositions of the probes comprises: 

(a) determining the position of the first probe using non-ionizing 

radiation; 

(b) detenmning the position of the second probe using non- 
ionizing radiation; and 
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(c) subtracting the two positions. 

47. A method of displaying the relative positions of an instrument and a site 
within the body of a living subject for directing die instrument toward the site 

5 comprising the steps of: 

(a) providing an arbitrary representation of the instrument on a 
planar display; 

(b) providing a projection of space in a plane perpendicular to an 
axis of the instrument on said display, said projection of space including an 

10 arbitrary representation of the sue, said projection being selected so that said 
representation of said site is aligned with said representation of the instrument 
when said axis of said instrument is aligned with said site; and 

(c) altering the relative sizes of said site representation relative to 
said instrument representation as distance between said instrument and said site 

IS change. 

48. A method as claimed in claim 47 wherein said altering step is conducted 
so that the size of the site representation increases as said distance decreases. 

20 49. A method as claimed in claim 47 wherein said projection of space 
includes representations of a fixed coordinate system, whereby said fixed 
coordinate representations will move on said display as orientation of said axis 
of said instrument changes. 

25 50. A method of performing a liver bypass including the steps of guiding an 
instrument probe from a starting location in or near the hepatic vein or the 
portal vein to an ending location in or near the opposite one of these veins, 
while transmitting non-ionizing fields transmitted to or from a field 
transducer on the instrument probe and determining disposition of the 
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instrument probe based on properties of the transmitted fieldi said guiding 
step being performed at least in part on the basis the determined disposition. 

51. A method of treating an a abnormality of a blood vessel comprising 
the steps of inserting a blocking device through said blood vessel to a first 
location upstream from the abnormality; blocking the blood vessel at such 
first location; inserting an instrument probe through tissue surrounding the 
blood vessel and through the wall of the blood vessel downstream from said 
blocking device, and administering treatment through said instrument probe, 
said instrument probe being guided to the blood vessel by transmitting non- 
ionizing fields to or from a field transducer on the instrument probe and 
determining disposition of the instrument probe based on properties of the 
transmitted fields. 



15 
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STATEMENT UNDER ARTICLE 19 

The accompanying amendment revises former claim 1 to provide new 

claims 1-3. New claim 1 recites determining the relative disposition of the 

instrument probe and the site probe "by determining a position of each said probe in 

a common frame of reference." Fontenot, U.S. Patent 5,423,321, cited in the 

International Search Report, determines proximity of two probes by sensing the 

intensity of infrared light transmitted from one probe to the other; it does not 

determine positions of two probes in a common frame of reference. New claim 2 

recites determining "the direction from said instrument probe to said site probe." 
Fontenot merely determines proximity by detecting infrared light. It does not 

determine the direction from the instrument probe to the site probe. New claim 3 

recites the use of "magnetic fields." Fontenot utilizes infrared radiation. 

The amendments to renumbered claims 6, 8, 9, 37 and 47 correct 

typographical and formalities errors. The amendment to renumbered claim 31 

corrects the improper dependency noted in the search report as to original claim 30. 



